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DETAILED A CTION 

1. The Applicants' response to the office action field on January 02, 2009 has been considered 
and acknowledged. 

Status of the application and response to arguments 

2. Claims 1-17 were cancelled. New claims 18-34 were added. New claims 18-30 are 
considered for examination that read on previously examined claims 1-13, 16-17. New claims 

3 1-34 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b), as being drawn to 
a nonelected group. Applicants' arguments and the amendment have been fully considered and 
deemed persuasive. All the objections and rejections that are not reiterated herein are withdrawn 
in view of the amendment and persuasive arguments. Applicants' arguments regarding the 
rejoinder of kit claims were fully considered, and the rejoinder of claims would be considered at 
the time of the allowance. The restriction requirement is deemed proper and made FINAL. 

Objection to claimed foreign priority 

3. This application filed on April 17, 2007 is a 371 of PCT/IB05/00187 filed on 1/26/2005 which 
claims foreign priority to SPAIN P20040163 filed on 01/26/2004. 

Should applicant desire to obtain the benefit of foreign priority under 35 U.S. C. 1 19(a)- 
(d) prior to declaration of an interference, a certified English translation of the foreign 
application must be submitted in reply to this action. 37 CFR 41.154(b) and 41.202(e). 

Failure to provide a certified translation may result in no benefit being accorded for the 
non-English application. Acknowledgment is made of applicant's claim for foreign priority based 
on an application filed in SPAIN P20040163 on 01/26/2004. It is noted, however, that applicant 
has not filed a certified copy of the foreign application as required by 35 U.S. C. 1 19(b). 
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Informalities 

4. The following informalities were noted: 

(i) the claim 18 recites 'method to', it should have been 'A method to'. 

(ii) the dependent claims 19-29 recite 'method according to claim'. It should have been 'the 
method according to claim' . 

(iii) in claim 18 'chromatin or DNA' is suggested in place of 'chromatin/DNA'. 
Appropriate correction is required. 

Objections to the Specification 

5. The disclosure is objected to because of the following informalities: 

(i) The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code (see page 30, line 18). Applicant is required to delete the 
embedded hyperlink and/or other form of browser-executable code. See MPEP § 608.01. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

A. Claims 18-21, 27, 29 rejected under 35 U.S.C. 102(b) as being anticipated by Spano 
et al. (Molecular Human Reproduction, Vol. 5, No. 1, pp. 29-37, 1999). 
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Spano et al. teach a method of claims 18-19 to evaluate the integrity of chromatin DNA 
or DNA of sperm cells of an animal (human) comprising 

(a) treating a sample containing the sperm, with a DNA denaturing solution (See page 
30, col. 2, line 8-9 of paragraph under the sub heading flow cytometric analysis of SCSA); 

(b) a single step treatment of the sample in solution obtained in step a) with a lysis 
solution to extract nuclear proteins of the sperm cells, wherein the lysis solution does not 
comprise protein denaturing detergents (see page 30, col. 2, line 9-12 of paragraph under the sub 
heading flow cytometric analysis of SCSA); 

(c ) evaluating the integrity of the chromatin/DNA of the sperm cells based on 
measurement of halo of the size of the sperm cells (see page 30, paragraph under the sub heading 
flow cytometric analysis of SCSA, page 31, col. 2, paragraph under flow cytometry sub title). 

With regard to claims 20-21, Spano et al. teach that the lysis solution comprises non-ionic 
non protein detergent as Triton X-100 (see page 30, col. 2, line 9-12 of paragraph under the sub 
heading flow cytometric analysis of SCSA). 

With regard to claim 27, Spano et al. teach that after the step a) and b) there is a staining 
step (see page 30, col. 2, line 12-15 of paragraph under the sub heading flow cytometric analysis 
of SCSA). 

With regard to claim 29, Spano et al. teach that the sample containing the sperm is 
included in a medium similar to a suspension (see page 30, col. 2, line 1-8 of paragraph under the 
sub heading flow cytometric analysis of SCSA). Accordingly the claims are anticipated. 

B. Claims 18-21, 24-27, 29 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Januskauskas et al. (Theriogenology, Vol. 55, pp. 947-961, 2001). 
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Januskauskas et al. teach a method of claims 18-19 to evaluate the integrity of chromatin 
DNA or DNA of sperm cells of an animal (human) comprising 

(a) treating a sample containing the sperm, with a DNA denaturing solution (low-pH 
acid solution, (0.08N HC1) see page 951, line 7-8 of paragraph under the sub heading sperm 
staining with Acridine orange); 

(b) a single step treatment of the sample in solution obtained in step a) with a lysis 
solution (lysis solution with Triton X-100) to extract nuclear proteins of the sperm cells, wherein 
the lysis solution does not comprise protein denaturing detergents see page 95 1 , line 7-8 of 
paragraph under the sub heading sperm staining with Acridine orange); 

(c ) evaluating the integrity of the chromatin/DNA of the sperm cells based on 
measurement of halo of the size of the sperm cells see page 95 1 , paragraph under flow cytometry 
analysis). 

With regard to claims 20-21, Januskauskas et al. teach that the lysis solution comprises 
non-ionic non protein detergent as Triton X-100 (see page 95 1 , line 7-8 of paragraph under the 
sub heading sperm staining with Acridine orange). 

With regard to claim 24-26, Januskauskas et al. teach that the denaturing solution 
contains hydrochloric acid (see page 95 1, line 7-8 of paragraph under the sub heading sperm 
staining with Acridine orange); 

With regard to claim 27, Januskauskas et al. teach that after the step a) and b) there is a 
staining step see page 951, line 8-10 of paragraph under the sub heading sperm staining with 
Acridine orange); 
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With regard to claim 29, Januskauskas et al. teach that the sample containing the sperm is 
included in a medium similar to a suspension see page 95 1, line 1-7 of paragraph under the sub 
heading sperm staining with Acridine orange). Accordingly the claims are anticipated. 

C. Claims 18, 20-23, 27-30 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Connell et al. (Fertility and Sterility, Vol. 79, suupl. 1, pp. 754-762, March 2003). 

Note: foreign priority is not considered since no certified copies with English translation 
were filed. 

Connell et al. teach a method of claims 18 to evaluate the integrity of chromatin DNA or 
DNA of sperm cells of an animal (human) comprising 

(a) treating a sample containing the sperm, with a DNA denaturing solution (page 756, 
col. 2, line 1-5 of paragraph 3 indicating combined alkaline denaturing solution pH 10.0 and lysis 
solution); 

(b) single step treatment of the sample in solution obtained in step a) with a lysis solution 
(lysis solution with Triton X-100) to extract nuclear proteins of the sperm cells, wherein the lysis 
solution does not comprise protein denaturing detergents see (page 756, col. 2, line 1-5 of 
paragraph 3); 

(c ) evaluating the integrity of the chromatin/DNA of the sperm cells based on 
measurement of halo of the size of the sperm cells (see page 756, col. 2, paragraph 5). 

With regard to claims 20-21, Connell et al. teach that the lysis solution comprises non- 
ionic non protein detergent as Triton X-100 (see page 756, col. 2, line 1-5 of paragraph 3). 



Application/Control Number: 10/586,298 Page 7 

Art Unit: 1637 

With regard to claims 22-23, Connell et al. teach that the lysis solution comprises sodium 
chloride between 1 to 3M, DTT between 0.001-2M, Tris between 0.001M to 2m and Triton-X 
between 0.1% to 3% (see page 756, col. 2, line 1-7 of paragraph 3). 

With regard to claim 27, et al. teach that after the step a) and b) there is a staining step 
(see page 757, col. 1, line 1-3); 

With regard to claim 28, Connell et al. teach that said staining solution comprises wright 
stain (see page 755, col. 2, paragraph 3). 

With regard to claim 29-30, Connell et al. teach that the sample containing the sperm is 
included in a medium similar to a suspension and said medium includes agarose microgel (see 
page 756, col. 2, paragraph 2). Accordingly the claims are anticipated. 

Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suryaprabha Chunduru whose telephone number is 571-272- 
0783. The examiner can normally be reached on 8.30A.M. - 4.30P.M, Mon - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Suryaprabha Chunduru/ 

Primary Examiner, Art Unit 1637 



